
PhytoPharmica i 
NATURAL MEDICINES: 

June 27,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

cholesterol, though its 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc,), has substantiation that the statements are truthful and not 
misleading. 

By: #J&k4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 6 LAO3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

SiE p .b+ 

825 CHALLENGER DRIVE 

Michael P. Devereux GREEN BAY, Wi 54311-8328 

Chief Financial Officer 920-469-9099 
1s LET TOLL FREE 800-553-2370 

FAX 920-469-4418 
FAX TOLL FREE 888-3 1 l-5657 

Pantethine Plus 16p WWW.PHMOPHARMICA.COM 



PhytoPharmica 
NATURAL MEDICINES: 

June 28,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Pharmica PIUSTM Phytosterol Blend phytosterols in the 1200 mg 
(a Division beta-sitosterol, per dose range reduces 
of Integrative campesterol, stigmasterol, intestinal and biliary 
Therapeutics brassicasterol, and other cholesterol absorption and 
Inc.) plant sterols, Pantethine ~ helps to retain healthy 

cholesterol levels that are 
already within normal limits.* 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: plaeLec 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: & /28/Q 3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sinm p . L+ 

Michael P. Devereux 
Chief Financial Officer 
Pantethine Plus 17p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLLFREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
WWW.PHYTOPHARMICA.COM 



June 29,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

(a Division 
of Integrative 
Therapeutics 
Inc.) 

I- 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 

Sodium, Proprietary 
Phytosterol Blend 
beta-sitosterol, 
campesterol, stigmasterol, 
brassicasterol, and other 
plant sterols, Pantethine 

Phytosterols appear to 
decrease the solubility of 
cholesterol in the intestines, 
thus interfering with its 
absorption. Phytosterols 
also increase bile salt 
excretion in the intestines.* 
In humans, administration of 
phytosterols significantly 
decreased cholesterol 
absorption from food by 
38%.* 

misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 46 /a&3 

Pantethine Plus 18p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-311-5657 
WWW,PHMOPHARMICA.COM 



t 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Michael P. Devereux 
Chief Financial Officer 

Pantethine Plus 18~ 



PhvtoPharmica, 
* NATURAL MEDICINES, 

June 30,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HPS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FtE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPhannica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

(a Division 
of Integrative 
Therapeutics 
Inc.) 

Sodium, Proprietary 
Phytosterol Blend 
beta-sitosterol, 
campesterol, stigmasterol, 
brassicasterol, and other 
plant sterols, Pantethine 

Pantethine modulates the 
action of several enzymes, 
including 3-hydroxy-3- 
methylglutaryl CoA (HMG- 
CoA) reductase.* 
Pantethine inhibits the 
activity of HMG-CoA 
reductase; this enzyme plays 
an important part in the 
pathway of cholesterol 
synthesis.* 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 

:leadiIgaL+ 

Title: Senior Vice President of Scientific Affairs 

Date: h /3J 03 

Pantethine PIUS 19p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-3 11-5657 
~~~.P~-~~PHAR~KA.coM 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sincerely, 

jfI$.)p*&+ 

Michael P. Devereux k 
Chief Financial Officer 

Pantethine Plus 19~ 



PhytoPharmica 
NATURAL MEDICINES: 

July 1,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

L 

(a Division 
of Integrative 
Therapeutics 
Inc.) 

Sodium, Proprietary 
Phytosterol Blend 
beta-sitosterol, 
campesterol, stigmasterol, 
brassicasterol, and other 
plant sterols, Pantethine 

Human studies have 
demonstrated that 
pantethine is beneficial for 
retaining healthy cholesterol 
levels that are already within 
normal limits.* Additionally, 
studies have shown that 600 
mg of pantethine per day is 
required to achieve this 
beneficial support.* 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: q 11 /o 3 

Pantethine Plus 20p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLLFREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
vww, PHMOPHARMICA.COM 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Si cerely, 

w P&q 

Michael P. Devereux 
Chief Financial Officer 

Pantethine Plus 20p 



PhytoPharmica 
NATURAL MEDICINES: 

July 2,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HPS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. i 

Sodium, Proprietary 
Phirmica PlusTM Phytosterol @ lend cholesterol absorption from 
(a Division beta-sitosterol, food* 
of Integrative campesterol, stigmasterol, 
Therapeutics brassicasterol, and other 

plant sterols, Pantethine 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 3 l&/h 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Si erely, 

w P*b+ 
Michael P. Devereux 
Chief Financial Officer 
Pantethine Plus 21p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
F/ix 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
W.PHMOPHARMICA.COM 



PhytoPharmica 
NATURAL MEDICINES: 

July 3,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HPS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

plant sterols, Pantethine 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 7 13 IQ3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

’ Michael P. Devereux 
Chief Financial Officer 
Pantethine Pius 22p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
WWW.PHMOPHARMI~A.COM 



PhytoPharmica 
NATURAL MEDICINES: 

July 4,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REi: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

1 Phyto- 1 Pantethine 1 Sodium, Proprietary 1 Pantethine: Helps inhibit 
Phkmica PIUSTM Phytosterol Blend cholesterol biosynthesis* 
(a Division beta-sitosterol, 
of Integrative campesterol, stigmasterol, 
Therapeutics brassicasterol, and other 
Tnc.\ plant sterols, Pantethine 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: 
Robrt C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sincerely, 

$Iichael P. Devereux 
Chief Financial Officer 
Pantethine Plus 23p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLLFREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-31 l-5657 
www. PHYTOPHARMICA.COM 



PhytoPharmica 
NATURAL MEDICINES: 

July 5,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HPS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 54311 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

Phyto- 
Pharmica 
(a Division 
of Integrative 
Therapeutics 
Tnc.> 

Pantethine 
PlusTM 

Sodium, Proprietary 
Phytosteroi Blend 
beta-sitosterol, 
campesterol, stigmasteroi, 
brassicasterol, and other 
plant sterols, Pantethine 

Pantethine: Helps inhibit 
fatty acid biosynthesis* 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
zleadingw 

?@lu 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 7/s 163 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sincerely, 

w P&--f 
Michael P. Devereux 
Chief Financial Officer 
Pantethine Plus 24p 

I 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-4418 
FAX TOLL FREE 888-3 1 l-5657 
WWW.PWTOPHARMICA.COM 



PhytoPharmica 
NATURAL MEDICINES: 

July 62003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REk Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 54311 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may be exploratory in nature. 

^. _ 

Phyto- Pantethine Sodium, Proprietary Pantethine: Helps increase 
Pharmica PIUSTM Phytosterol Blend fatty acid oxidation 
(a Division beta-sitosterol, (catabolism)* 
of Integrative campesterol, stigmasteroi, 
Therapeutics brassicasterol, and other 
Inc.) plant sterols, Pantethine 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: d&?/Q3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608 

Sin erely, 

WP*L+ 

Michael P. Devereux 
Chief Financial Officer 
Pantethine Plus 25p 

825 CHALLENGER DRIVE 
GREEN BAY, WI 54311-8328 
920-469-9099 
TOLL FREE 800-553-2370 
Fax 920-469-4418 
FAX TOLL FREE 888-3 11-5657 
WWW.fHYTOPHARMICA.COM 

-- 


